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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
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Status 

1 )^ Responsive to communication(s) filed on 27 June 2007 . 
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4) ^ Clalm{s) 14-20.22-25 and 28 is/are pending in the application. 
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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on June 
27, 2007 has been entered. 

See rejections below: 

Claim Objections 

Claim 30 is objected to as being dependent upon a rejected base claim. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title,, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 14-17, 20, 22-25, 28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Burgstiner (WO 98/18491) in view of Moretti (WO 97/05862 - 
previously presented), Meisner (US Pat No. 4,772,591- previously presented) and 
Bryan (6,274,612). 
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Burgstiner teaches a composition and dietary supplementation (p 21 lines 5-15) 
comprising thymic-derived factors and enzymatic co-factors, wherein the thymic-derived 
factors can be thymus extract, thymus enzymatic polypeptide factors, thymosin, 
thymopoietin and thymic humoral factor and the enzymatic co-factors can be vitamins A, 
C, D, E, B-1, B-2, B-6, B-12, minerals, amino acids which can be arginine, cysteine, 
histidine, L- ornithlne. L-isoleucine, L-leucine , threonine, tyrosine, L- vaiine , 
phenylalanine and methionine. The reference teaches treatment autoimmune disease 
inclusive of rheumatoid arthritis in a subject comprising administering to the subject the 
compositions of the present invention (page 33, claim 10, 15, and 16). The 
composition can be formulated into any type of dosing system, such as a tablet, captab, 
in liquid or injections for topical transdermal, oral, rectal, or parenteral routes (page 24, 
line 5-20). 

Moretti is solely incorporated to show that the oral or parenteral administration of 
the amino acid ornithine in the treatment of inflammatory bowel disease, hepato- 
splenomegaly associated with inflammatory disease, rheumatoid arthritis, and 
connective tissue disease (inflammatory diseases) (see claims 1,2,4,12-14, and 15; p. 
9-11). 

Meisner is solely incorporated to show that an amino acid used in a composition 
to treat tissue degenerative inflammations and inflammatory diseases is valine 
(branched amino acid) (column 4, lines 42-60). Exemplary inflammatory diseases 
include osteoarthritis. The composition is administered topically and orally (column 6, 
lines 15 and 40). In the oral form, the substance mixture is formulated into 
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pharmaceutically acceptable dosage forms such as powders, tablets, or capsules (see 
column 6, lines 45-49). 

Bryan is solely incorporated to show that a method of administering an amino 
acid protocol at least one essential amino acid such as Isoleucine, Leucine, Lysine, 
Methionine, Phenylalanine, Threonine, Tryptophan and Valine (col. 8, claims 1-3) is 
useful in treating an autoimmune disease inclusive of rheumatoid arthritis in a patient 
suffering therefrom. 

Claims 18. and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Burgstiner (WO 98/1 8491 ) in view of Moretti (WO 97/05862 - previously 
presented), Meisner (US Pat No. 4,772,591- previously presented) and Bryan 
(6,274,612) as applied to claims 14-17, 20, 22-25, 28 above, and further in view of 
Fischer et al. (US Pat No. 3,950,529 — previously presented) and Ansel eit al. 
(Pharmaceutical Dosage Forms and Drug Delivery Systems 7^^ Edition p 227 — 
previously presented). 

Burgstiner, Moretti et al., Meisner and Bryan is as discussed above. 

Burgstiner. Moretti et al., Meisner and Bryan fail to teach ornithine and a 
branched amino acids in a food or a drink, 

Fischer teaches an amino acid formulation comprised of isoluecine, leucine, and 
valine formulated for intravenous or oral administration (see abstract). For oral 
consumption, the amino acid mixture, are made into edible food preparations in the form 
of palatable liquid drinks or semisolid foods. 
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Additionally, Ansel et al. teaches, "solid dosage forms are best taken with a 
glassful of water or a beverage. Further, the reference teaches an ordinary tablet 
crushed or a capsule opened helps "facilitate ease of administration, any unpleasant 
drug taste may be masked by mixing with custards, yogurt, rice pudding, other soft food, 
or fruit juice (p. 227, column 2, paragraph 5)." 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to administer ornithine and branched amino acids with a food or 
drink because Morreti et al. teaches amino acid compositions comprising leucine, 
isoleucine, and valine incorporated with food preparations. The motivation to administer 
ornithine and branched amino acids with a food or drink is because Ansel et al. teaches 
that for ease of administration and avoidance of unpleasant tastes drugs may be 
administered with various foods and drinks. Therefore, a skilled artisan would have 
reasonable expectation of success in incorporating ornithine and branched amino acids 
with a food or drink. 

Response to Arguments 

Applicant's arguments filed on June 27, 2007 have been fully considered. 

Claims 14 and 22 have been amended, and claim 30 has been added. Claims 
14-20, 22-28, and 30 are herein acted on the merits. 

Applicant's arguments over the 35 U.S.C. 112 rejections of claims 22-29 is 
persuasive due to amendments made to claims. Therefore, the rejection is herewith 
withdrawn. 

Applicant's arguments over the 35 U.S.C. 103 (a) rejection of claims 14-17, 20 
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over Moretti (WO 97/05862) and Meisner (US Pat No. 4,772,591) is persuasive due to 
amendments made to claims. Therefore, tine rejection is herewith withdrawn. 

Applicant's arguments over the 35 U.S.C. 103 (a) rejection of claims 18 and 19 
over and Meisner (US Pat No. 4.772,591 ) and further in view of Fischer et al. (US Pat. 
No. 3,950,529) and Ansel et al. (Pharmaceutical Dosage Forms and Drug Delivery 
Systems 7*^ Edition p 227) is persuasive due to amendments made to claims. 
Therefore, the rejection is herewith withdrawn. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Layla Soroush whose telephone number is (571)272- 
5008. The examiner can normally be reached on Monday through Friday from 8:30 
a.m. to 5:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan, can be reached on (571) 272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. • 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
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you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




